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UNITED STATES DISTRICT COURT 
CENTRAL DISTRICT OF CALIFORNIA 



UNITE HERE, 
Plaintiff, 



v. 



FOOD & DRUG ADMINISTRATION, 
Defendant. 



COMPLAINT FOR INJUNCTIVE 
RELIEF UNDER FOIA 

[5 USC § 552] 



Plaintiff alleges: 



JURISDICTION 



1 . This Court has both subject matter jurisdiction over this action and personal 
jurisdiction over the parties pursuant to the Freedom of Information Act ("FOIA"), 5 
U.S.C. § 552(a)(4)(B). This court also has jurisdiction over this action pursuant to 28 
U.S.C. § 1331. 



/// 



COMPLAINT FOR INJUNCTIVE AND -OTHER RELIEF 
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NATURE OF ACTION 

2. This is an action under FOIA challenging Defendant FDA's unexplained 
insistence on redacting almost every portion of an inspector's report which identified 
actual or potential problems with a medical device implanted inside thousands of 
patients. FDA failed to explain its redactions beyond simply citing FOIA Exemption 4 
(trade secrets or confidential commercial information, 5 USC §5 52(b)(4)), but such 
exemption cannot reasonably be construed to preclude release of information likely 
available from other sources such as the company's own published product descriptions, 
and not of aid to competitors in copying a company's product but instead likely showing 
the company put public health at risk. Construing the exemption to insulate from release 
all mention of patient ailments related to a medical devices would be contrary to the 
purpose of FOIA. Embarrassment due to exposure of public health risks is not an interest 
protected by Exemption 4. Plaintiff appealed administratively but this appeal has gone 
unaddressed for substantially longer than the statutory deadline for rendering of a 
decision. 

VENUE 

3 . Venue lies in this district under 5 U.S.C. § 552(a)(4)(B) as the requested 
records are situated at the FDA office in Irvine, California within this district. 

FACTS 

4. Plaintiff UNITE HERE is a non-profit international labor organization which 
co-sponsors employee health benefit plans providing care to hundreds of thousands of 
UNITE HERE members and their beneficiaries, including implantable cardioverter 
defibrillator devices ("ICDs") and other products regulated by FDA. 

5. Defendant FDA is a Department of the Executive Branch of the United 
States Government and constitutes an agency within the meaning of 5 U.S.C. § 552(f). 

6. St Jude Medical Inc. ("SJM") is a for-profit publicly-held corporation based 
in Minnesota which manufactures and sells ICDs. It has maintained offices in Sylmar 
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California in which are located information concerning the testing, performance and 
;valuation of its Durata-brand ICDs . 

7. SJM's ICDs are devices installed inside patients' chests to treat irregular 
leartbeats known as arrhythmias. They contain a cable (known as a "lead") which runs 
hrough the patients' veins into their hearts through which an electric shock is supposed 
o be provided by a battery-powered device installed inside the patient's chest. 

8. FDA issued a recall of SJM's Riata-brand ICDs in a Class 1 recall, one of 
<DA's most serious classes, due to serious problems with its leads. The Wall Street 
lournal has reported claims by physicians that years before SJM and FDA took action as 
o these devices, several physicians had warned SJM of problems with the devices. 

9. SJM's later brand of ICD known as the Durata has also been questioned 
mblicly in the press by some prominent physicians. The Durata has been implanted in 
housands of patients. SJM has posted publicly hundreds of pages of information about 
he materials used inside the Durata and their configuration, and about the problems SJM 
tas sought to avoid. 

10. In October 20 1 2, FDA inspectors reviewed SJM-Sylmar's procedures and 
ecords for testing its Durata ICDs and issued a written inspectional observations report 
>n FDA form number 483, pursuant to FDA's authority under 21 USC §374. Such 
eports are commonly known in the industry as "483 Reports". The 483 Report on SJM- 
lylmar was publicly-posted in redacted form by SJM as part of an SEC filing. On 
)ctober 3 1, 2012, Plaintiff requested from FDA an unredacted version of such report, 
xplaining why Plaintiff believed the redactions in SJM's posting were excessive under 
le law. A true and correct copy of Plaintiff s request is attached hereto as Exhibit A and 
icorporated herein. 

11. On November 21,2012, FDA responded to Plaintiffs request by notifying 
laintiff that it had posted on the FDA website a somewhat-less-redacted version of the 
83 Report, a true and correct copy of which is attached hereto as Exhibit B. 
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12. However, the only redactions eliminated by FDA were those identifying the 
product involved as Durata, but the fact of its manufacture at this facility and its review 
by FDA inspectors had already been revealed by SJM in its own posting and elsewhere. 
FDA has still redacted every description of the problems considered by the inspector and 
SJM so that it is impossible to know whether they were purely cosmetic or instead 
serious risks of device failure and heart attack. For example, here is how several 
inspectional findings look after the redactions: 

"You failed to follow your written test procedures during design verification 
testing of your [ ] test which ensures the [ ] is not greater than [ ] to prevent a potential [ 
]." (Para. 2B). 

"Your Durata risk analyses (2007) identified canine testing as a mitigation 
addressing [ ]. *** you failed to evaluate one of the study results which stated, [ ]." . 
(Para. 3A). 

"Your [ ] out for all [ ] leads states a severity of [ ] and probability of [ ] when 
your design team stated the Durata design decreased the risk of this [ ] root cause." (Para. 
3B). 

13. On November 26, 2012, Plaintiff offered FDA further written explanation of 
why Plaintiff believed the redactions contrary to law. A true and correct copy of such 
letter without its exhibits is attached hereto as Exhibit C and incorporated herein. 

14. On December 5,2012, FDA denied Plaintiffs request. A true and correct 
copy of this denial letter is attached hereto as Exhibit D. 

15. On December 14, 2012, Plaintiff filed a timely administrative appeal. A true 
and correct copy of this appeal without its exhibits is attached hereto as Exhibit E and 
incorporated herein. 

16. Under FOIA, 5 USC §552(a)(6), such an appeal is supposed to be resolved 
within 20 working days, or 30 working days if unusual circumstances are invoked by the 
agency, and a requester is deemed to have exhausted its administrative remedies if the 
agency does not comply with such deadline. 



4 

COMPLAINT FOR INJUNCTIVE AND OTHER RELIEF 



1 

2 
3 
4 
5 
6 
7 
8 
9 
10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 



8:13-cv-00227-JVS-MLG Document 1 Filed 02/08/13 Page 5 of 46 Page ID #:5 



1 7. To date FDA has not responded to the appeal other than to acknowledge 
receipt in mid-December. Accordingly, Plaintiff has exhausted its administrative 
remedies. 

18. At no point in the administrative process have FDA staff explained their 
reasons for redacting the report beyond checking boxes on a form citing Exemption 4 and 
related regulations in Exhibit D hereto. 

FIRST CAUSE OF ACTION: 
VIOLATION OF FOIA. 5 USC §552 

1 9. Plaintiff incorporates herein the foregoing allegations. 

20. FDA has wrongfully withheld the requested record. For a variety of reasons 
FDA cannot carry its burden of showing the requested information is covered by 
Exemption 4, including: 

(a) FDA deleted all discussion of problems with the devices and patients so as to 
make it impossible to know whether FDA and SJM were merely concerned with cosmetic 
issues or instead with serious health issues, but the issues arising with ICD devices and 
patients and the specific components and configuration of Durata are already a matter of 
public record and not even close to a trade secret, for indeed SJM discusses them at 
length on its website; 

(b) information which may embarrass FDA and SJM by showing there has been 
lax safety review up until now is not within the protection of Exemption 4, which instead 
Drotects only information useful in ordinary competition such as revealing a formula 
vhich a competitor could borrow from SJM. UNITE HERE is not a competitor and there 
s no evidence that competitors would use the information in competition which is being 
;ought by UNITE HERE. Nor is there any evidence that FDA's future access to 
nformation would be retarded by release of the information sought by Plaintiff, as FDA 
las ample power both under the law and in practice to obtain information from medical 
levice manufacturers. 
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WHEREFORE, Plaintiff prays: 

1 . For an order expediting these proceedings; 

2. For an order directing FDA to either produce to Plaintiff an unredacted copy 
of the 483 Report on SJM's Durata testing and review, or at a minimum to produce such 
copy to the Court en camera for the Court's review for release to Plaintiff; 

3. For an award of attorneys fees pursuant to §552(a)(4)(E); 

4. For Plaintiffs costs of suit herein; 

5. For issuance of a written finding pursuant to §552(a)(4)(F) that the 
circumstances surrounding the withholding raise questions whether agency personnel 
acted arbitrarily and capriciously with respect to the withholding; and 

6. For such other and further relief as the Court deems just and proper. 



DAT ED: M A , 2013 DAVIS, COWELL & BO WE, LLP 




Andrew J. Kahn, CA Bar #129776 
Sarah-Grossman Swenson, CA Bar #259792 



Attorneys for Plaintiff 
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EXHIBIT A 



Case 8:13-cv-00227-JVS 




DAVIS, COWELL & BOWE, LLP 

Counselors and Attorneys at law 

October 31. 2012 

" mFr ™° By Email 

Food and Drug Administration 
Division of Freedom of Information 
Office of the Executive Secretariat, OC 
! 2420 Park lawn Drive 
HLEM-1029 
Rockville, MD 20857 

; ; . Commander Sean Creighton 

Alonza Cruse, District Director 
■ - < ■ < FDA District Office 
19701 Fairchild 
■-Jr.o- Irvine CA 92612-2506 

v Hl RE: Request for Unredacted 483 Report on St Jude Medical Inc. facility in 
Svlmar CA 

"" f, ' ! " ' M " t Dear FDA officials: 

On behalf of nonprofit UNITE HERE, we request pursuant to FOIA a 
>, 3 -u) u7, f copy of the unredacted version of the 483 Report issued earlier this month by the 
: n < — i.n FDA to St Jude Medical regarding its Sylmar California facility. A redacted copy 
of this report is attached (this was posted publicly by St Jude to the SEC website 
f * ' on October 24, 2012). 

The redactions sought by the Company exceed those permitted by FOIA's 
Exemption 4. Indeed, the redactions go so far as to prevent the reader from 
determining whether this facility manufactures medical devices at all (However, 
confidentiality as to what is being manufactured has been waived by this 
Company by revealing in the SEC 8K filing accompanying this posting that this 
Mccracken, stemerman facility "manufacturers] cardiac rhythm management; devices ") 

& Holsberry ° * f * 

Most of the redactions appear designed to prevent customers from learning 
about likely safety problems, rather than preventing release of trade secrets or 
: ! - ' M vh j; similar proprietary information about these devices. This is contrary to the 
caselaw interpreting Exemption 4: 

"[t]he important point for competitive harm in the FOIA context ... 
is that it be limited to harm flowing from the affirmative use of 
proprietary information by competitors. Competitive harm should 
not be taken to mean simply any injury to competitive position, as 
might flow from customer or employee disgruntlement or from the 
embarrassing publicity attendant upon public revelations 
concerning, for example, illegal or unethical payments to 
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DAVIS. COWELL St BOVVE, LLP 

I DA Officials 
Page 2 

October 31, 2012 



government officials or violations of civil rights, environmental or 
safety laws." 

Public Citizen Health Research Group v. FDA, 704 F. 2d 1280, 1291 n. 30 (D.C. Cir. 
1983). Accord, CNA Fin 7 v. Donovan, 830 F.3d 1 132 (D.C. Cir. 1987). 

Concern about the safety of St Jude's cardiac devices is far from speculative given the 
recent Class 1 recall of its Riata cardiac devices and a recent Wall Street Journal article reporting 
on several phys.cians having reported problems with these devices to this Company years before 
the Company issued any warning. Thus release of the redacted data is very much in the public 
interest. UNITE HERE is not affiliated with any competitor of this Company but rather is a hotel 
workers industry union dealing daily with the crushing costs of healthcare in the U.S. -costs 
augmented by large-scale failures of expensive medical devices. 

We request expedited treatment of this request because the problems identified by FDA 
Staff in the Report may well be impacting devices already being distributed to patients by this 
Company. The fact that some information in this report was immediately posted by this 
Company confirms that prompt receipt of information by the public about the matters covered by 
this report is very much in the public interest. Thank you for your consideration. 

Respectfully, 

/'fa:\a<sA&A^ 

Andrew Kahn 

Attorney for UNITE HERE 

AJKrja 
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Exhibits 
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*a§ti«ri 



'Redacted by the Company based on its good faith interpretation of Freedom of Information Act (FOIA) exemption 



<b*4). 



http://ww.sec.gov/ArcM^^ ex io^Q«012 
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nation 



tRCdaCfed * ±S C ° mpany b "* 0n iK ^ ** intcipm^ of Freedom of Information Ac, (FOIA) exemption (b)(4). 



http://ww,sec.gov/ArcMv^^ 



ex... 
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DEPARTMENT OP HEALTH AND HUMAN SEHVICSS 

f OO0 AND OftUG ADMINISTRATION 



DISTRICT OFFICE AOOWES8 AND PH0N6 NUM86* — 

i Fuud and Drug Administration 

1^01 Kjirchild 

Irv ine. ( A 92612-2106 

V49-60S-2900 

hit!tistr>' Information: www Ida, gov/oc/ industry 
vamIai^uI'^^ issued 

TO: J*nc Fain, President 

RffM NAME ~~ — — — . .... 

Si. Jud« \fedicuJ ll£Sl) 



OAT6(S> Of INSFf CTlON 

7/2012 

2017865 



CITY, STATE AND ZIP CODS 

Sylrnur. CA 91342 



STREET AODFHESS ' ~ 

I 5WJ Valley View Court 



rym or E3ta8lsmm&nt inspected 
Manufacturer 



1MIS OOCUVENT USTS OBSERVATIONS MAO€ BY THE FDA REPRESENTA Tft/P^ raiotwr* ti^k im^t,^. ^73171" ' ~~ ~"'™ — — — — 

OBSERVATIONS: AND DO NOT REPRESENT A HNAL AGENCY O^^IfS^StS^^^^^ °^ V0U * FAaUTV ' m ^ INSPECTION 

goservation, or have 

OBJECTION OR ACTION WITH « FDA R£^ESlNTATIVg ( sVoS mi SS ™ MAY DiSCUSS TH * 

VOU HAVE ANY auESTION* P1EASE CONTACT PDA AT THE ^SSS INFORMATION TO FDA AT THE ADDRESS ABOVE. IE 

Th* obsirrvatfont noted In this Form FDA 433 are not an sihaustivs listing erf objectfonabls conditions. Under the law vour firm in 
response for conducting Interna* selMudlis to Identify and correct any and all violations of m^^l^^^Z^ 

3URINO AN INSPECTION OF YOUR FIRM til (WR) OBSERVED: 



I. Process Validation 



(<b> 



I\ , M£™ CC j-* Validati0n P™^ 01 covering (4KMiflcrent machines performing MS Siol (b ^ 4 ^ r ' an d( b ^ 

W W^,?^:, was inatjequaie in thai: i ' ::;:r: '* * 

a. the protocol covcr^nachincs installed from 1999-201 1 and does not evaluate the potential differences in the 
-nachines. 

. you create multiple different holders to hold the leads duringWMand did not specify how you would install 
Mid verify the holders as part of the validation. 

c. Your statistical rationale for your .sample size for your "parametric method" sample size selection is unclear 

d. you specify 95% of the population shall exceed specifications as your predetermined acceptance criteria. 

e. in youi 
samples 



e. in your process validation o: (b> ( S§Sf S&as unable to verity the results of your 3 cross-sectioned 



f you do not measure the pressure and flow of the^^^hatis^ered to yoJ£fffg&« the end points 
of use, whtch specifies a maxtmum or(b>(4fe nd a{b) {4P^pc,CW Recommended consumption flow 



Annotation: Promise to correct. 
2. Design Verification: 



WfVEtfSE 

or mts 

PAGE 



\ EMPLOYEES) SIGNATURE 



7 ( r<2& 




KMPLOYEE(S) NAME AND TITl.f= [Print or Typ*) " 

Commands Scan Cretuhlon, Consumer Safety 
Officer 



DATE ISSUED 



If 1/1 7/2012 



INSFECTIONAL OBSERVATIONS 



Page? of 8 
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otPAttrmm of health and human services 

FOOD AND DRUG ADMINISTRATION 



district o*nce addrcss and PHommmmm — 
I fx I-'iMui and Dnig Admirmtriiiion 
1**701 FairchtM 
If vine, c;A 92612-2506 

Industry Jnfctrmation; www fda.gov/tie/mdu.viry 
' I A ft* 6 AND T f fL E CFIN^vIoOaTt Q viiMC M REPORT Is isstJl 

TO: I nc I ;iin, President 
mu*4Am " — _ _ 

St. JuUc Medical IfcSD 



OATElSJOFlNSPecriON 
00/25-10/17/2012 



FEi NUMBER 

20l?g65 



cuy srArs ano/ircoo£ 
Syimar, I" A 91342 



STREET A00R6SS "' 
I 5'JOO Valley View Court 



Trp e OF ESTABtlSHM^ff INSPECTED" 

Manufacturer 



A. Your desian veriltaui,,,, ac.ivilies were inadequate in thai yon tilted to validale 3 tc« melhod, vou creared in 
,o„se ,o vanly your design input, during your design veriticauon. for example: * 

vauS StS^il^' 10 " ~ -» * — H3K N„u- 

?iiV' Y 'j U ^^ rr ? tly conductin 8 d«ign verification testing using th,( b >WfeK% a tes , melhnd t ^ tJn „(bl(41 



5 r^anti ffe^condttion minimum olj°|p|^ Non-validated test medio. 



\ test method; 



:onditiort shall be maximum* 6 ^ 



n You failed to follow your written test procedure during design verification testinu of vWbMK^,, , 
winch ensures thMtm^ not greater tha^K «*1 prevent a potentW^^M^^^^T' 

determining the mean of 5 tests results per lead. apposed to 

£ Yo« coveted your Durt«ai b ? Resign verification to verity the • (W (4»;t : - , 



I EMPLOYEE(S) SIGNATURE 



FORM FDA 403 



PREVIOUS! 




P/I0US ED. TION^DSOtJETS 



FMPtovFEcsi mm and thus <Pn#£>ly£) — 

Comitumfcr Scan Creightcm, (Winner Safety 
Officer 



DATE ISSUED 
: IV 17/20 1 2 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 



DISTRICT OFFICE ADDRESS AND PHONE NUMBER ~ 

US Food and Drug Administration 
19701 Fairehild 
Irvine, CA 92612-2506 
949-608-2900 

Industry fn formation: www.fdagov/oc/induKtry 
NAME and fifte c^licwOT 

TO: Eric Fain, President 



OATE(S) OF INSPECTION 

09/25-10/17/2012 



f El NUMBER 

20I786S 



FIRM NAME 

St. Judc Medical IESO 



CITY. STATE AND ZIP CODE 

Syfman CA 91142 



STREET ADDRESS ~ 
15900 VaJIcy View Court 



TYPE OF ESTABLISHMENT INSPECTED 

Manufacturer 



2; S" r(by ?^Pl!!i^.!£ rification ^vtty to verily the design input of (°>(4>> ^ ; ' ^ ? 

( M was conducted on 06/07/07 which was after you implanted ^leads' 

nto canines as part of your design validation. 'mpianteu leads 



Annotation: Promise to correct. 



3. Design Validation: 



bj (mm?™? riSk a " alySeS (2 ° 07) identif,cd l?mli|tfg as a mitigation addressing (b«4)fe, ; , 
WU** In the mmganon you reference study ^%^as your design verification and it was in; 



inadequate in 



a. It did not include predetermined acceptance criteria corresponding to {bjr^. 



* support 



c. you failed to evaluate one of the study results which stated (W{4» 

. HIS , 

recalled and not recalled devices, tor example: 



B. Your Durata design risk analysis MM^^^SS^^^^^ 



is inadequate in that it combines different 



a. Your ^(mmMmsaxmamm out fnr a • tbn 

bi u , ■ «» out tor alP- Ah&taggfeads states a severity ot£,£' ; Tnd a nrobabilitv of 

; * when your des.gn team stated the Durata design decreased the risk of this W C4KS| root cautc ' ^ 

b. Your ^ b >^?SiSf ® .*!::^^^^ £ ^i^-.-t*!;^ fnp „,.») (4»W . . Ih . /A1 
nrMh^KJii^ «r (brr" ."^ f '"*-»e»»**3-w#*if tor air v A pleads states a severity olWWnd a 
probab.l.ty of W/hen your des.gn team stated the Durata design decreased the risk of this WW*** cause 

I 

Annotation: Promise to correct 



SEE 
REVERSE 

of mm 

PAGB 



FORM FDA 483 (9/08) PREVIOUS EDITION OBSOLETE - 



EMPLOYEE(S) NAME AND TTTLE (Printer Type) 

Commander vSean Creighton, Consumer vSafciv 
O flicer 



INSPECTIONAt OBSERVATIONS 



DATE ISSUED 
10/17/2012 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 



oisi mcroMCE acd«§s3 and PHo^NuMee« — 
i S Food and l)m« Administration 
P>70l l-aifdiild 
fr\incCA *#26 1 2-2506 

Ifidiwirv IftturwafNwi: w^w t*f& gov /ikv industry 
^ME AND TIRE CF INDIVIDUAL TO WHOM RfcPOHTlSTSSClOr 

TO: I Fain, Pa-sidcnt 

FIRM MAWfc — — — _ — — — — 

St. Jude Medical IFSI) 



LA J fcisi ot- ; NSP6C 'ION " 

: HI/2 5- 10/ 1 7/20 12 



FEI NUMBER 
2017865 



CITY, STATE AND ZIP CODE 

Sylmar, CA 91 342 



4. Design Change; 



STREET AOORESS 
15900 Valley View Court 



type of mrmummmt jnspectco 
Manufacturer 



(b)(4) Design Chani-e: 

|Y°u ^umcnfcd5^%|cviccs failed your "(*»H4M5' 



ft' 



..„,„, , ,. X4 ,cst " predetermined acceptance criierijtfft&tot 

. J° y?"^^ verification iestin B . You (hen changed >our (b,(4,| > 

, : ilromWWJfo Winches, produced and tetfecCbfefewly manufactured^^ 



th\f4\ i : : m ihe*(b)(4)£ 

(D)-'.|7"j i -"V" •" 7 ' ; *-f 1 " - - jar — - — ...v..a*.„. piuuiiLuu uiui icsietv^/ ;ewiy manufactured 1 **' v 

.leads and approved your design verification ^fa^^ming the validitWany of your other desion 
verification activities that were conduced udno th. 1 T^;wL.A^..., ... ' . / y ner aesign 



verification activities that were conducted using the 
specifications (design inputs). 

Annotation: Promise to correct. 



Heads manufactured under previously approved 



5. Design History File: 

Your firm was unable to clearly identify the full content of your Durata design history file, for example- 

was unable to determine when your firm approved your Durata design input,. outpuL veV fieaZ validation 
dcs.gn transter and when you conducted your final approval of your L^^^^T^^t^L 
wh.ch mputa were changed or unchanged from 1997 onward which is the origin of your Durata 7J^ 

Annotation: Promise to correct. 



6. Training: 

A. Internal Auditor Training: 

Jz^ont i°/ r/„ in r n ^ r dito ; s is inadcquatc in ,,,at your audit tcam audi * d *« ^ * 

January a 20 1 2 when alter 6 days of inspections! requests of your firm to provide the Durata desiun history file I 
was unable to determine whe n youHIrm approved your Durata design inpu* outputs ve^tTvaS 
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oBPAmusm op health and human services 

FOOD AND ORUOAOMiNiSTRATION 

jisr«rcT cFrfce aookess and PHONfe numbeh — — 



t JS Food ami Ding Administration 
WO I Fairchild 

Irvine. CA ^26 1 2-2506 _ 
, )49^)K.?i)IM> FEI NUMBER 

industry -Information: www .fdagov/oe/industty 3017X65 

%MW6 AN3 1 C^WOMOUAt' TO REPORTS I^UElT ' — — — — ___ 

| TO: Kric l ain, President 

I St. J'.idc Medical iEKO 
jerry, sTAnfvb apcooi" 
Sylmar. CA 91342 



OATfc(S>OF *NSPf:CriON 

0^/25-1(1/17/2012 



street AooRg«~~ — 

1 5^00 Valley View Court 
ryp € o^STAi^is^iirrl^STior 
Manufacturer 



design transfer and when you conducted your final approval ol your Uuraladeslim I wae iko „„,hi. .„ ~ 
wh.ci, .npn,, „ ere ctangcd or unchj „ 8ed from ,„„ ^ J. ch . , « :;~ a « d"S 

IB. Design Training: 
You have inadequate training of design controls, for example- 

P^^^ taB- ' ^ 10 d — Which d ^» ^ — banged or unchanged | 

b 4 personnel approved your design validation study with an ambiguous input 

J Annotation: Promise to correct. 
7 CAP A system: 

A. Your t APA system is inadequate in that in reviewing 1 1 of your recently closed CAPAs I found: 
1 3 tW ° WCfC C,0Scd and did not statc * verification of the effectiveness would be performed. 

b. two were closed and stated "no effectiveness check is required" with no iustificaiinn u,h,,h i* 

procedures if no verification check is performed. no justification, which is required by your 

la. as revrtwed, mcludmg these 6. specify how you are going to verify your effectiveness. 

no, rc-openec I no, was there a se p Me CA PA opened after the original civPA action rakcl v« m iT 

' h = re is - »">'»' which docomcL a* par. T* t cTpa 

I"""*'"""''" and upd! " <: ' isk *"'.™ s tor CAPA PIR ,0-007 when ,hc mitigation identilicd in 

M •""=•""••—•>■•« •■«=«a,^w.nr e ,.w,„s -, w ^ 

PE VERSE * : I 

F miS y ^ ( twmaniJcr Scitit Crctchton. Consumer Safety i 

Officer " HVI7'20I2 
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DEPARTMENT Of HEALTH AND HUMAN SERVICES 

TDOO AND DRUG ADMINISTRATION 



DISTRICT OFRCE AOORESS ANO PHONE NUMBfcR " 

t:s Food and Drug Administration 
19701 Fairehild 
irvincCA 92612-2506 
949-6liH-29(m 

Industry Information: www fda gov/oc/industry 
NAMfAWWi^ 

TO: Hric Fain, President 

RRM NAME — ' — ™~ - ~ 

St. Jude Medical 1ESD 



CATE(S) Of INSPECTION 
09/25-10/1 7/2012 



FEI NUMBER 

20I7K65 



CITY, STATS AND ZIP CODE 

Sy!mar,CA 91342 



SI REST ADDRESS 

15900 Valley View Court 

TYI>€ OF ESTABLISHMENT INSPKTEO" 

Manufacturer 



the risk analysis failed and you continued to have the problem of* b H*$ 
m W-^-'--r> d then implemented further actions to solve the problem 



B Your Corrective Action #PIR-10-005 for your Riata lead was inadequate in that you failed to evaluate the 
validity ot some ot your Durata lead design verification and validation activities. 

Annotation: Promise to correct. 
8. CAP A Procedures: 

Your CAPA procedures are inadequate in that they do not address: 

t . Determining whether the action taken adversely affects the finished device, 

2. Identify data sources you are going to analyze; such as complaints and MDRs. 

3. verifying or validating the effectiveness of a CAPA 

And the procedures state you will determine the effectiveness of the CAPA after the CAPA is closed 
\nnotation: Promise to correct. 



9. Complaint Files: 

Your complaint handling procedures are inadequate in that: 



REVERSE 
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department of health and human services 
food and drug administration 



I DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

US Food and Drug Administration 
19701 Fairchild 
Irvine, CA 92612-2506 
949-608-2900 

Industry Information: ww w. fda gov/oc/i ndustry 
| NAME ANUllTU* OF INOtviOUAl Td WHOM REPORT IS ISSUED" 

I TO: Brie Fain, President 



OATE(S) OF INSPECTION 

09/25-10/17/2012 



FEI NUMBER 

2017S65 



I FIRM NAME 

St Jude Medical 1ESD 



|CITY t STATE AND ZIP CODE 
Sylmar, CA 91342 



STREET ACTRESS 

15900 Valley View Court 



TYPE OF ESTASUSHMENT INSPECTED 

Manufacturer 



a. Your procedures do not dictate that you will make a decision as to whether an investigation is necessary. 

b. A review of your Durata Model 7121 SN AHD32782 complaint found- 
1 . you did not specify whether an investigation was necessary 

2 Your decision of whether this complaint was a medical device reportable event was conflicting in that V ou 

I Annotation: Promise to correct, 
j 1 0. Document Control: 

Your document control is inadequate in that while reviewing: 

a. CAPA#PIR 1 0-005 I was unable to determine which document were included in the CAPA and which were not I 
for example the attachment pages are not identified as being associated with the CAPA and I a separate "know^ 
transfer to future HV lead designs" memorandum was not identified as being part olyour CApI § 

b. Durata Model 7121 SN AHD32782 complaint I was unable to determine which documents were included in thel 
complamt as the documents are not identified as being linked to the comprint and there is ^nT^t^ 

Annotation: Promise to correct. 

1 1. Control of Inspection, Measuring, and Test Equipment 

I Your calibration procedure and implementation is inadequate in that your procedures dictate calibration and vou 
^erformmg venficat.on, un.ess it falls out of your tolerances upon which you calibrate ZZ£££r 
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fndu»try Infonnafion^www fdagov/oc/mduMry 

| ^iAM6 AND ? ITL 6" CFlw6M6Q*L"f O WHOM REPORT IS ISSUED" 

I TO: line l ain, President 



OEPARTMENT OF HEALTH AND HUMAN SERVICES 

f-OO0 AND DRUG ADMINISTRATION 



I firm mm ~ 
SI. Jude Medical IFSD 



ICITV, STATE AND ZIP CODE 

Nylntar, CA Ml 342 



OATEistof jnspccnon 
09/25-10/ 1 7/20 1 2 

20I7KM 



STREET ADDRESS 

15 WO Valley View Court 



TYPE OF E 3TA BU SMIMENT fNSPECTED^ 

Manufacturer 



I Y |? Sv^^S W ?f Ur PmCCdUrcS whi ^rcquircyou to calibrate thM^»^j n ^ r yoUf 
[used t«(b>(4^^,,^; r 

Annotation: Promise to correct. 
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a^ep'oTdf " 8 of actionable conditions and practices listed on the front of this fomT 
1 . Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, 



or 



2 - iz°z izaZ^ tir mp,y,n9 the Acts and re9u,auon3 * <* 



Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides: 

"Upon completion of any such inspection of a factory warehouse condition 

SEir!!:^ f n i prior to ,eavin9 the ^xtorS 

making the inspection shall give to the owner, operator, or aaent in cham* * r »n„rt Z 

zst:zv:zr ti :TT om or practicM ^ v^s,.^ s iss; 

inoicate that any food, drug, device, or cosmetic in such establishment m consists in «, hn i« 
or in part of any filthy, putrid, or decomposed substance, or (2) haT been o^red nJJS? 
or held under insanitary conditions whereby it may have become ^S^^SiS^t 
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Counselors and Attorneys at Law 
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& Hols berry 
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November 26, 2012 

By Email ( Sasi^^ and 2 . day mai , 

Sarah Kotler 

Denials & Appeals Officer 
Division of Freedom oflnformation 
U.S. Food & Drug Administration 
12420 Parklawn Drive, Room 1018 
Rockviite, MD 20857 



RE; 



syimar ( 10/12), FDA FOIA No. 2012-8094 



Dear Ms. Kotler: 

those permitted by Exemption 4 t .1 rT?* P rehm,nar y redactions exceed 
case,a P w are thtt ^ZZt ^ " 
-ggest a safety problem is not confide i ^S^^^t^ * ™ Y 
m a government record which is available t«7h7 ™nption 4, and (2) information 

contidential under Exemption 4 We be fete 'T^ form ,S als ° not 

here. e,Ieve both P nnc >Ples were not fully applied 

As to Issue # 1 , Staff redacted several nieces nf i„f nrm!lti u • u 
secret formula unique to St Jude MedicaTrsS h,?f !u ,on , wh,ch arc n <* 
problems with its devices (or liTlcS ^ ^ ^ 
which problems are beins exJZ t i • ,™ )- 1116 pubhc ,s entitIed to know 
FDA), Ld whichTrobK S^^^SJST ^ T'^ by 
is a reference to a test which is suonlS^ T v. 6Xa ™ p,e ' on P a § e 2 P ara B there 
for physicians and pa tilts) IS T*' Pr0b,em gently a problem 
the [] l not greater"* ^]^^^^ <?* Which « 
problems are being considered fh J ™.kT^ f f 1- (I " addlt, ° n to knowing what 
are being used) COmider ^ the P ubhc » al *> ^.tled to know what tolerances 

MuJlf^^^^^ « th — ives a trade secret: the 
extrudi^^ 

webstte. Ex 2 Access TZrt MS f? ' Further nsksa « presented on SJM's 



%4 
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fo,,ow i „ S g t„s2r PPn,Pr,ate redaC "° nS ° f inf0ma " 0n *°" " roblemS ™ * *• 
p. 3 para. 3(A)("a mitigation addressing [ ]") 

Le 55 ha^U") 4 ° f t0tal P ° PU,ati0n ° f 30 C3nineS implanted t0 su PP° rt a sam Ples 
p. 3 para. 3(A)(c)("you failed to evaluate one of the study results which stated [ ]") 

p. 3 para 3 (B) two references to "severity of [ ] and a probability of [ 1 when your desien 
team stated the Durata design decreased the risk of this [ ] root cause." 

p. 5 para. 7 (A)(d)("the problem of [ ] in your lead continued") 

pp. 5-6 para. 7(A)(e)("the mitigation identified in the risk analysis failed and you 
continued to have the problem of [ ]") y 

throu^hellT w ^ attaChed CXh ? itS C ° ntain d3ta rdeased ^ SJM on its website or 
through the media. We suspect some redactions may be of the name of the Optim insulatins 
material used ,n Durata and/or components of Optim. This is not confidential TsZ b£S 
about using Optim and descnbes what its components are. Some redaction may befo th? 

^ffi^^v"^ t ^ SET* ,Cad ' bUt ^ these "vealr^been 
made public (and touted) by SJM. Further, SJM boasts about various supportive studies and one 
of these may be the study about which information was redacted on p. 3 pam II 

Neither the public interest, nor the Company's own interest in being forthright with its 
current and potential customers, are served by these redactions. We the^^ ^ £ 
reconsidering the preliminary redactions from this 483 report. Y 

Respectfully, 




Andrew Kahn 
Attorney for UNITE HERE 



AJK:ja 
Attachments 
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INDEX OF EXHIBITS 



Exhibit No. Description 



St. Jude Medical, "Fluent in Fact" Durata Lead Reliability 

St. Jude Medical, Durata Indications, Contraindications, 
Warnings, Precautions & Potential Adverse Events 

St. Jude Medical, ICD Lead Design and Long-Term 
Performance 



St. Jude Medical, Durata Product Performance 

St. Jude Medical, Durata Comparison 

6 St. Jude Medical, Durata Defibrillation Lead 

St. Jude Durata, Defibrillation Lead Product Highlights 

New York Times, "New Misgivings about St. Jude 
Heart Device," 11/21/12 

New York Times, "Cardiologist Issues Alert on St 
Jude Heart Device," 8/21/12 

St. Jude Medical, Miscellaneous Product Information 
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p DEPARTMENT OF HEALTH & HUMAN SERVICES 



Public Health Service 



Food and Drug Administration 
Rockville, \ID 20857 



Date: OEC 5 2012 



Request Number: 2012-8094 
Andrew Kahn 

Davis Cowell & Bowe, LLP 
595 Market St., Ste 1400 
San Francisco, CA 94105 



Subject of Request: St. Jude Medical 
Dear Sir/Madam: 



paragraphs checked below apply to your request: responding to you. The 

Sumem 83 " POS ' ed '° We «• ^"8 your request for an unredacted copy of the 



[ ] We are denying your entire request. 

[X] The following exemption(s) of FOIA, 5 U.S.C. 552. indicated by an "X" is/are the authority for 

I ! l^^Z ^cTcef" COnCeming **~ " ^ ^ 

[ ] (b)(3) Prohibited from disclosure by other laws 
PI 2X2 ^ ade SeCret and confide ntial commercial information 
L F e , rtam mtera 8 enc y ^ intra-agency communications 
] (b)(6 Information about individuals in personnel, medical and similar files when disclosure 
would constitute a clearly unwarranted invasion of privacy d.sclosure 

dil 7 clo R s e u C re rdS ° r inf0rmati ° n COmpiIed for ,aw enforcement purposes when 



[ 



A could reasonably be expected to interfere with enforcement proceedings 
B would depnve a person of a right to a fair trial or an impartial adjudicSon 
] (Q could reasonably be expected to constitute an unwarranted inv Jon of ^ona, 
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D) could reasonably be expected to disclose the identity of a confidential source 
] (E) would disclose techniques, procedures or guidelines for law enforcement 
mvest.gations or prosecutions, if such disclosure could reasonably be expected to risk 
circumvention of the law ^ 

] (F) could reasonably be expected to endanger the life or physical safety of an 



SS^^c^VT^ 1 ? 8 to . e T l is/are indicated by *" " X " ^ re 8 u,ations - e 

contained in the Code of Federal Regulations (CFR), Title 45. 



[ I 5 - 63 [ ] 5.68(a) 

f I 564 [ 15.68(b) 

[XJ5.65 [ ] 5.68(c) 

[ I 5 - 66 [ ] 5.68(d) 

[ I 567 [ ] 5.68(e) 

[ 15.68(f) 

[ ] Other: 



2^ re8U,ati ° nS ° f FDA ^ a PP licable to this 

(CFR), Title 21 ' regulatl ° ns m contained in the Code of Federal Regulations 

[X] 20.61 (c) Trade secret and confidential commercial information. 

[X] FDA' s Regulations at CFR Part 20 are available at: 
-http:www.access.gpo.gov/nafa/cfr/ waisidx 04/?l c fr20 04 html 

[X] Other laws, in addition to FOIA, may prohibit disclosure of the information vou reauested The 
following law(s) applicable to this denial is/are indicated by an "X" requested. The 

[ ] 1 8 U.S.C. 1 905 [Federal Trade Secrets Act] 
[ J 2 1 U.S.C. 33 1 (j) [Federal Food, Drug, and Cosmetic Act] 
J 21 U.S.C. 360j(c) [Federal Food, Drug, and Cosmetic Act] 
[ ] 5 U.S.C. 1 07(a)(2) Appendix 4 [Ethics in Government Act] 

[X] The estimated volume of records we are denying is: Redactions to 483. 
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The Department of Health and Human Services' implementing regulations, 45 CFR 5.34, set forth the 
procedures for you to follow if you decide to appeal this decision not to provide you with the 
information you requested. Your appeal should be sent within 30 days from the date you receive this 
letter to the Director, News Division, Office of the Assistant Secretary for Public Affairs, U.S. 
Department of Health and Human Services. Should you choose to send your appeal through the U.S. 
Postal Service, please mail it to 7700 Wisconsin Avenue, Suite 920, Bethesda, MD 20857. Should 
you choose to send your appeal through a private courier service, please send it to 7700 Wisconsin 
Avenue, Suite 920, Bethesda, MD 20814. Clearly mark both the envelope and your letter "Freedom 
of Information Act Appeal." 



Sincerely yours, 




Frederick J. Sadler 
Director 

Division of Freedom of Information 
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Counselors and Attorneys at Law 



San Francimco 

595 Market Street, Suite 1 400 
San Francisco, California 94105 
415.5977200 
Fax 415.597.7201 

Barry S JelNson (CA) 
Steven L Stemerman (CA, NV) 
Richard G. McCracken (CA, NV) 
W. David Holsberry (a, NV) 
Elizabeth Ann Lawrence (CA, NV, AZ) 
Andrew J. Kahn (CA, NV, AZ) 
John J. Davis, Jr. (CA) 
Florence E. Gulp (CA, NV) 
Kristin L Martin (CA, NV, HI) 
Eric 8. Myers (CA, NV) 
Paul L More (CA. NV, MA) 
Sarah Vareia (CA, AZ) 
Sarah Grossman- Swenson (CA. NV) 
Elizabeth Q. Hinckle (CA) 
Vuval Miller (CA) 
Kyrsten Skogstad (CA) 
Elizabeth H. Jackson (CA) 

Robert R Cowetl (1931-1980) 

of counsel: 
Philip Paul Bowe (CA) 



McCracken, Stemerman 
& Holsberry 



1630 S. Commerce Street, Suite A-1 
Las Vegas, Nevada 89102 
702,386.5107 
Fax 702.386.9848 



December 14, 2012 

Via U.P.& Overnight Delivery 

Director 
News Division 

Office of the Assistant Secretary for Public Affairs 
Department of Health & Human Services 
7700 Wisconsin Ave. Suite 920 
Bethesda,MD 20814 



RE; 



FOIA Appeal of FDA 's Redactions from 483 Report on St Jude 
Medical Inc. -Sylmar, Case No. 2012-8094 



Dear Director: 

On behalf of UNITE HERE, we hereby appeal FDA Staffs denial of our 
request under FOIA seeking a reduction in Staffs redactions in the 483 Report 
attached hereto as Exhibit A. In this 483 Report, FDA investigators found various 
problems with this Company's testing and monitoring process for its Durata-brand 
Implantable Cardioverter Defibrillator ("ICD") system. Staffs denial (Ex. B 
hereto) merely followed a form rather than responding to the two well-considered 
reasons we gave (in Exhibits C and D hereto) for the inapplicability of Exemption 
4' [Endnote i] to most of the data requested: 

First, Staff improperly excluded any details of any potential or actual 
problems for patients which were considered by SJM and the FDA: one has no way 
of knowing whether the FDA investigator was looking solely into cosmetic 
problems with ICD devices or instead whether their leads break open and cause 
metal wires to press against a patient's heart or veins." (Endnote a] Exemption 4 does 
not privilege information which is embarrassing to a manufacturer because it shows 
potential safety problems. 

Second, most of the potential and actual problems with ICD devices and 
patients are well-publicized already. It is settled law that Exemption 4 does not 
cover facts which are already in the public domain (such as the fact that SJM- 
Sylmar manufactures an ICD device named Durata, which was not redacted). 
Here, everything about the components of these ICD devices was redacted, but 
SJM has already made public a good deal of information about what components it 
uses and m what configuration, indeed touting these in its advertising (presented in 
Exhibit D). 
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Office of the Assistant Secretary for Public Affairs 
December 14,2012 
Page 2 

We now analyze each of these two issues in more detail. 

I. INFORMATION AS TO WHAT PROBLEMS WERE CONSIDERED BY THE 
INVESTIGATOR AND SJM SHOULD NOT HAVE BEEN REDACTED 

Most of the redactions appear designed to prevent customers from learning about 
likely safety problems, rather than preventing release of trade secrets or similar proprietary 
information about these devices. This is contrary to the caselaw interpreting Exemption 4: 

"[t]he important point for competitive harm in the FOIA context ... is that it be limited 
to harm flowing from the affirmative use of proprietary information by competitors. 
Competitive harm should not be taken to mean simply any injury to competitive 
position, as might flow from customer or employee disgruntlement or from the 
embarrassing publicity attendant upon public revelations concerning, for example, 
illegal or unethical payments to government officials or violations of civil rights, ' 
environmental or safety laws." 

Public Citizen Health Research Group v. FDA, 704 F. 2d 1280 1291 n 30 (D C Cir 

1983) 

Accord, CNA Fin 7 v. Donovan, 830 F.3d 1 132 (D.C. Cir. 1987); General Electric v NRC 
750 F.2d 1394, 1402-3 (7th Cir. 1984)("While General Electric's competitors in the nuclear- 
reactor business would no doubt be delighted to be able to flag around to their customers a 
report in which General Electric criticizes its own reactor design, the competitive harm that 
attends any embarrassing disclosure is not the sort of thing that triggers exemption 4.") 

Here, UNITE HERE is not a competitor, nor trying to aid competitors, nor would 
competitors be able to steal St Jude's ideas as a result of FDA releasing the redacted 
information. Rather UNITE HERE is a labor union with over 250,000 members which co- 
sponsors health plans heavily burdened by the current costs of healthcare and thus frankly 
outraged at being expected by manufacturers to bear costs for dealing with their mistakes 
such as reimbursing doctors and hospitals for re-checking already-implanted ICD devices 
Concern about the safety of SJM's Durata devices is far from speculative, given the recent 
Class 1 recall of its Riata cardiac devices and recent Wall Street Journal and New York 
Times articles reporting on (1) SJM long ignored physician complaints about the Riata well 
before the recall (Ex. E hereto), (2) SJM now uses some similar technology in the Durata, 
leading some prominent physicians to recommend against Durata's use (Ex. D9), and (3) 
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SJM using a compound called Optim for insulating its leads (which run from the device up 
the patient's veins into the heart which other researchers found to degrade too quickly (Ex. 
D8). 

The redactions exclude ever y referen c e to th e potential or ^ 1 problem, considered 
or found with any device The public is entitled to know which problems are being 
examined by this ICD manufacturer (and reviewed by FDA), and which problems are being 
Jgnored. Were the problems cosmetic or functional? Are the problems analyzed of serious 
risk to patients or miniscule risk? For example, on page 2 para B there is a reference to a test 
which is supposed to avoid a problem (apparently a problem for physicians and patients) but 
the problem has been deleted: '<[ ] test, which ensure the [ ] is not greater than [ ] to prevent a 
potential [ ]." (In addition to knowing what problems are being considered, the public is also 
entitled to know what tolerances are being used). 

It is not as if the risks involved with SJM's ICD devices are a secret: the failures of 
SJM's prior model (the Riata) in resisting abrasion resulting in conductors extruding and/or 
electrical abnormalities have become very public. SJM's own advertising claims Durata is 
superior in avoiding these failures to earlier Riata models and to its competitors' products. 

hereto. Further risks are presented on SJM's website. Ex. D2. Access to the data 
redacted from this 483 will allow physicians, patients and regulators to assess the accuracy of 
such advertising about problem avoidance, and help policymakers and the public assess the 
quality of the FDA's approval and review procedures. 

It is well settled that Exemption 4 does not permit the redaction of information 
available in the public domain, even if available in a different format that is harder to 
comprehend. See, e.g., CNA Financial v Donovan, supra, 832 F.2d at 1 154 ("To the extent 
that any data requested under FOIA are in the public domain, the submitter is unable to make 
any claim to confidentiality — a sine qua non of Exemption 4."); Davis v United States 
Dep't of Justice 968 F.2d 1276, 1280 (D.C.Cir.1992) ("[A] showing of public availability 
renders the FOIA exemptions inapplicable...."). 

Similarly-inappropriate redactions of information about problems occurred in the 
following instances: 

p. 3 para. 3(A)("a mitigation addressing [ ]") 

p. 3 para. 3(A(b)("4 of the total population of 30 canines implanted to support a 
samples size of 2 1 had [ ]") v 



p. 3 para. 3(A)(c)("you failed to evaluate one of the study results which stated [ ]") 
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p. 3 para. 3 (B) two references to "severity of [ ] and a probability of [ ] when your 
design team stated the Durata design decreased the risk of this [ ] root cause." 

p. 5 para. 7 (A)(d)("the problem of [ ] in your lead continued") 

pp. 5-6 para. 7(A)(e)("the mitigation identified in the risk analysis failed and you 
continued to have the problem of [ ]") 

II. MANY COMPONENTS OF THE DURATA ICD SYSTEM ARE NOT 

CONFIDENTIAL BECAUSE SJM HAS REVEALED THEM ELSEWHERE 

We suspect some redactions may be of the name of the Optim insulating material 
used in Durata and/or other components of Durata revealed by SJM elsewhere. Indeed, SJM 
boasts about using Optim and describes what its components are. Exs. Dl, D3. D5. Some 
redactions may be of the types and/or configuration of wires and insulation inside the Durata 
lead, but again these have already been made public (and touted) by SJM. See, eg Exs Dl 
at pp. 3-4, 6, 8; D3 at pp. 4, 15, 19-21, 24, 29; D6; D7, D10. Further, SJM boasts about 
various supportive studies (see, e.g., Dl at pp. 12-16; D3 at pp. 10-12, 30-50; D6 at p. 2). ) 
One of these may very well be the study about which information was redacted from the 483 
on p. 3 para. 3 A. 

Please note that if you deny this appeal, under General Electric, supra and other 
cases, we are entitled to an explanation of such denial which responds to the points above. If 
you have any questions about this appeal we would be willing to present oral argument by 
phone or in person. Thanks very much for your consideration. 

Respectfully, 

Andrew Kahn 

Attorney for UNITE HERE 



AJK/vo 
Ends: 
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ENDNOTES 



'SS^BS CFR T^SCs :° r bUSineM — 

• , !-" 65 „? XCn !f ti01 ! f 0ur: Trade secrets a* 111 confidential commercial or financial 
mformation. We will withhold trade secrets and commercial or financial information that is 
obtained from a person and is privileged or confidential. 

(a> a Trade , secrets - A tode secr et is a secret, commercially valuable plan, 
formula, process or device that , S used for the making, preparing, compounding, or processing 

^Sf!? that c - b !. Said t0 be the end P-duct of eitheTinnovation T % 
subs^al effort. There must be a direct relationship between the trade secret and the productive 
process. 

inf,™,- • l b> Conmier * iai or finan cial information. We will not disclose records whose 
r Zential.» ° T fmmciai " is obtained from * person, and is "privileged or 

( 1 ) Information is "commercial or financial" if it relates to businesses 
~g e o'ry a t^ P " fmanCCS (i " duding personal f ~>' We ~' 

u L t • • * (2) Info rmation is "obtained from a person" if HHS or another aeencv 
has obtained it from someone outside the Federal Government or from someone S " 
Government who has a commercial or financial interest in the information. "Person" includes an 
md.v.dual, partnership, corporation, association, state or foreign government, or ofoer 
organization. Information is not "obtained from a person" if it is generated by HHS or another 
federal agency. However, information is "obtained from a person" if it is provided by someone 

mtteMo^ t0 " ^ empl ° yee ' Wh ° retamS a COmmercia » or &mJ^S 

... (3) Information is "privileged" if it would ordinarily be protected from 

d.sclosure m evil discovery by a recognized evidentiary privilege, such as Jattome^cHent 
pnv, ege or the work product privilege. Information may be privileged for this pu^Te uX a 
privilege belonging to a person outside the government, unless the providing of^^on 
to the government rendered the information no longer protectable in civil discovery mat,0n 

(4) Information is "confidential" if it meets one of the following tests: 
Disclosure may impair the government's ability to obtain 
necessary information in the future; 
Disclosure would substantially harm the competitive 
position of the person who submitted the information; 
Disclosure would impair other government interests, such 
as program effectiveness and compliance; or 
Disclosure would impair other private interests, such as an 
interest in controlling availability of intrinsically valuable 
records, which are sold in the market by their owner. 

The following questions may be relevant in analyzing whether a record meets one or more of the 
above tests: Is the mformation of a type customarily held in strict confidence a^d notTSotf 
to the public by the person to whom it belongs? What is the general custom oTm^c^T 
respect to such mformation in the relevant occupation or business? How many^fwto types 
of, individuals have access to the information? What kind and degree of financial fn,W c^nTe 
expected if the information is disclosed? "nanciai injury can be 



(i) 
(ii) 
(iii) 
(iv) 
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ENDNOTES 



1 (Endnote a] The NHLBI website contains this useful summary of how an ICD works and what it 
is for: "An implantable cardioverter defibrillator (ICD) is a small device that's placed in the 
chest or abdomen. Doctors use the device to help treat irregular heartbeats called arrhythmias 
An ICD uses electrical pulses or shocks to help control life-threatening arrhythmias, especially 
those that can cause sudden cardiac arrest (SCA). SCA is a condition in which the heart 
suddenly stops beating. If the heart stops beating, blood stops flowing to the brain and other 
vital organs. SCA usually causes death if it's not treated within minutes. * * * An ICD has wires 
with electrodes on the ends that connect to your heart chambers [commonly called "leads"l The 
ICD will monitor your heart rhythm. If the device detects an irregular rhythm in your ventricles 
it will use low-energy electrical pulses to restore a normal rhythm. If the low-energy pulses dot* 
restore your normal heart rhythm, the ICD will switch to high-energy pulses for defibrillation 
The device also will switch to high-energy pulses if your ventricles start to quiver rather than 
contract strongly." It should be noted that FDA has recently approved an alternative technology 
that does not rely on intravenous leads. 
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Key to Statistical codes relating to Social Security Cases: — ' 
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861 



862 



HIA 



BL 



All claims for health insurance benefits (Medicare) under Title 1 8, Part A, of the Social Security Act, as amended. 
Also, include claims by hospitals, skilled nursing facilities, etc., for certification as providers of services under the 
program. (42 U.S.C. !935FF(b» 

All claims for "Black Lung" benefits under Title 4, Part B, of the Federal Coal Mine Health and Safety Act of 1969 
(30 U.S.C. 923) y 



863 



863 



864 



DIWC 



DIWW 



SSID 



All claims filed by insured workers for disability insurance benefits under Title 2 of the Social Security Act, as 
amended; plus all claims filed for child's insurance benefits based on disability. (42 U.S.C. 405(g)) 

All claims filed for widows or widowers insurance benefits based on disability under Title 2 of the Social Security 
Act, as amended. (42 U.S.C. 405(g)) 

Ail claims for supplemental security income payments based upon disability filed under Title 16 of the Social Security 
Act, as amended. 



865 



RSI 



All claims for retirement (old age) and survivors benefits under Title 2 of the Social Security Act, as amended (42 
U.S.C. (g)) 
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AO 440 (R<Jv,M/V2) Summon* in I Civil Action 

United States District Court 

for the 

Central District of California 



UNITEHERE 
v. 



_ F OOD a DR UG ADM INISTRATION 

Defendmi(s) 

SUMMONS IN A CIVIL ACTION 

To: (Defendant '* name and address) 

Food & Drug Administration 
Los Angeles District Office 
19701 FalrchHd 
Irvine, CA 92612 



A lawsuit has been filed against you. 

Withm^b days after service of this summons on you (not counting the day you received it) — or 60 days if you 
are the United States or a United States agency, or an officer or employee of the United States described in Fed. R, Civ. 
P. 12 (a)(2) or (3) — you must serve on the plaintiff an answer to the attached complaint or a motion -under Rule 12 of 
the Federal Rules of Civil Procedure. The answer or motion must be served on the plaintiff or plaintiffs attorney, 
whose name and address are: Andrew J. Kahn - 

Sarah Grossman-Swenson 

DAVIS, COWELL & BOWE, LLP 

595 Market Street, Suite 1400 

San Francisco, CA 94105 



Civit Action No. 



If you fail to respond Judgment by default will be entered against you for the relief demanded in the complaint 
You also must file your answer or motion with the court. 



FEB - 8 2013 



Date: 



CLERK OF COURT 

JULIE Pg 



Signature of Clerk 
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UNITED STATES DISTRICT COURT 
CENTRAL DISTRICT OF CALIFORNIA 



NOTICE OF ASSIGNMENT TO UNITED STATES MAGISTRATE JUDGE FOR DISCOVERY 



This case has been assigned to District Judge James V. Selna and the assigned 
discovery Magistrate Judge is Marc Goldman. 

The case number on all documents filed with the Court should read as follows: 

SAC VI 3- 227 JVS (MLGx) 

Pursuant to General Order 05-07 of the United States District Court for the Central 
District of California, the Magistrate Judge has been designated to hear discovery related 
motions. 



All discovery related motions should be noticed on the calendar of the Magistrate Judge 



NOTICE TO COUNSEL 

A copy of this notice must be served with the summons and complaint on all defendants (if a removal action is 
filed, a copy of this notice must be served on ail plaintiffs). 

Subsequent documents must be filed at the following location: 

[1 Western Division ^jy^lgouthern Division [_] Eastern Division 

312 N. Spring St, Rm. G-8 411 West Fourth St., Rm, 1-053 3470 Twelfth St, Rm. 134 

Los Angeles, CA 90012 Santa Ana, CA 92701-4518 Riverside, CA 92501 



Failure to file at the proper location will result in your documents being returned to you. 
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NOTICE OF ASSIGNMENT TO UNITED STATES MAGISTRATE JUDGE FOR DISCOVERY 



